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Date of mailing 
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28.06.2004 



Priority date (day^onth^ear) 
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International Patent Classification (IPC) or both national classification and IPC 
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Box No. 


1 




Box No. 


II 


□ 


Box No. 


111 


□ 


Box No. 


IV 




Box No. 


V 


□ 


Box No. 


VI 


□ 


Box No. 


VII 


12 


Box No. 


VIII 



1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the International application 

Certain observations on the International application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the Intemational Preliminary Examining Authority ("IPEA"). However this does "ot apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.15/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA^O or before the expiration of 22 months from the pnonty date, 
whichever expires later. 

For further options, see Form PCT/ISA^20. 

3. For further details, see notes to Form PCTyiSA/220. 
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European Patent Office 
D-80298 Munich 

Tel. -1^9 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 • 4465 



Authorized Officer 

Pilling, S 

Telephone No. +49 89 2399-8461 
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WRITTEN OPINION OF THE - International application No. 

INTERNATIONAL SEARCHING AUTHORITY PCTyCH2004>000405 



Box No. I Basis of the opinion 

1. With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was field, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1 (b)). 

2. With regard to any nucleotide and/or amino acid sequencb disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filingifurnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



3. □ In addition, in the case that more than one version or copy of a sequence listing and/br table relating thereto 

has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. II Priority 



1 . ^ The following document has not been furnished: 

la copy of the earlier application whose priority has been claimed (Rule 436/s.l and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43Ws.1 and 66.7(b)). 

Consequently it has not been possible to consider the validity of the priority claim. This opinion has 
nevertheless been established on the assumption that thfeirfeievant date is the claimed priority date. 

2D This ODinion has been established as if no priority had been claimed due to the fact that the priority claim 
has been found invalid (Rules 435/S.1 and 64.1 ). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 



Box No V Reasoned statement under Rule 43 Ws.1 (a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


5 




No: 


Claims 


1-4,6-10 


Inventive step (IS) 


Yes: 


Claims 


5 




No: 


Claims 


1-4,6-10 


Industrial applicability (lA) 


Yes: 


Claims 


1-10 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No. VIII Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item V 

Reasoned statempnt under Rule 66.2fa )(ii) with regard to novelty, inventive SteP 
or industrial applicability: citations and explanations supporting SUCh statement 

1 . The documents cited in the International Search Repo i (ISR) are consecutively 
numbered D1 to D14 in the order of their listing. fPlhOl indicated othenwise, 
reference is made to the passages cited in said 

Claims 1 to 6 

) 2. As indicated herein below (see Item VIII) the definition in Claim 1 of a 

"physiologically inert solution mediator (PISM) is considered to be vague and 
unclear. Since, an unclear term cannot be relied upon as a novelty conferring 
feature this term has been construed to include anv substance which is present in 
an extraction liquid in addition to a single solvent and material extracted from a 
plant. The following cited documents disclose extraction liquids comprising the 
fnllnwinq substanr.es present in the extraction liqui d in addition to a single solvent 
and material extracted from a plant : 

ni - plant powder such as "powder of Hydrangeae Dulcis Folium"- it is clearly 
disclosed in this document that the addition of the plant powder prevented 
deposition of the concentrated extract on the wall of a concentration vessel (see 
paragraph 50, Examples 1 to 7 and Comparative Examples 1 to 4) 

) D2-citric acid and/pr ascorbic acid (see Examples 1 and 2 and page 5 lines 26 to 

30 and cf the description of "tartaric acid" as a PISM on present page 5 line 1 1 ) 

D3-gelatin (see Example 1 and cf the definition of "organic polymer" in present 
Claim 3) 

D4-a mixture of components including water, ethanol, tragacanth gum, 
maltodextrin (see Example 1 and cf the definition of maltodextrin as a PISM on 
present page 5 line 10) 

D5-celite (dlatomaceous earth), butanone and ammonium sulphate (see Example 
1) 
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D6 (see paragraphs 83-85) and D7 (see Examples 1 and 6) -ethanol or water 

3. Thus, it is considered that methods defined in Claims 1 to 4 and 6 are not new in 
view of the disclosures of each of documents D1 to D7 (Article 33(2) PCT). 

4. None of the documents appears to disclose the subject matter of Claim 5. Thus, 
the subject matter of Claim 5 is new (Article 33(2) PCT). 

5. The closest prior art in respect of Claim 5 appears to be document D1 since as 
indicated above, this document teaches that the addition of a plant powder such 
as "powder of Hydrangeae Dulcis Folium" to a plant extract prevents deposition of 
the concentrated extract on the wall of a concentration vessel. Thus, the 
difference between the disclosure of document D1 and the subject matter of the 
present invention is the use of polyvinylpyrollidone (PVR) as the PISM. Since there 
is no data concerning the comparative technical effects of plant powder versus 
PVP, the objective technical problem to be solved in respect of the present 
invention appears to be "how to find alternative ways of preventing agglomeration 
and subsequent precipitation of less soluble components of the primary extract 
upon concentration" (see present page 4 lines 24 to 28 and the present examples 
establish the technical effects of PVP). The present solution of using PVP does 
not appear to be obviously derivable from document D1 . The IPEA does not 
believe that plant powder and PVP would not normally be recognised as 
functionally equivalent for the present purpose. There is no teaching in the 
presently available prior art document toward the use of PVP to prevent 
agglomeration/precipitation of any plant extracts. 

6. Thus, the subject matter of Claim 5 is inventive (Article 33(3) PCT). 

7. It may further be helpful to note in this regard, that in view of the fact that the 
present experimental evidence only establishes the efficacy of PVP that the above 
finding of inventive step would not be applicable to the further PISMs described on 
page 5 lines 8 to 12. 

Claims 7 to 10 

8. A product is not rendered novel merely by virtue of the fact that it is produced by 
means of a new process. Hence, Claim 7 to 10 are considered to simply define 
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extracts of Cimifuga racemosa and medicaments comprising such extracts. Since 
documents D8 to D14 already describe such extracts and medicaments, It is 
considered that the subject matter of Claims 7 to 1 0 is not new in view of the 
disclosures of these documents (Article 33(2) POT). 

Re Item VIII 

Certain observations o n the international application 

9. The definition in Claim 1 of a "physiologically inert solution mediator (PISM) is 
vague and unclear (Article 6 PCT). This term is not a standard term in the present 
art nor is there any further definition in either the description or the claims of which 
compounds are included within the scope of this definition and which are 
excluded. The description only provides a diverse list of further compounds which 
have not been shown to have any efficacy in solving the present technical 
problem, i.e. preventing agglomeration and subsequent precipitation of less 
soluble components of the primary extract upon concentration. Moreover this list 
of compounds includes compounds such as fructose and tartaric acid that would 
not reasonably be regarded as physiologically inert. 
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